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3) Q Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 1 1 , 453 O.G. 213. 
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4) [><] Claim(s) 7-79 is/are pending in the application. 
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5) D Claim(s) is/are allowed. 

6) E3 Claim(s) 1J9 is/are rejected. 

7) D Claim(s) is/are objected to. 
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Application Papers 
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Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 
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DETAILED ACTION 

Election/Restrictions 

1 . Applicant's election without traverse of Group I , claims 1 -8 and 1 0-1 5, in the reply 
filed on August 2, 2004 is acknowledged. It was subsequently noted by the Examiner 
that claims 14 and 15 were erroneously included with Group I. In view of this error, the 
Examiner has withdrawn the restriction requirement and will examiner all claims of 
record. 



Claim Rejections - 35 USC §112 

2. The following is a quotation of the first paragraph of 35 U.S.C. 1 1 2: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 

♦ ? -u tu u pertams - or Wlth which jt is most near| y connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

3. Claims 1-1 9 are rejected under 35 U.S.C. 1 12, first paragraph, as failing to 
comply with the written description requirement. The claim(s) contains subject matter 
that was not described in the specification in such a way as to reasonably convey to one 
skilled in the relevant art that the inventor(s), at the time the application was filed, had 
possession of the claimed invention. 

To satisfy the written description requirement, a patent specification must 
describe the claimed invention in sufficient detail that one skilled in the art can 
reasonably conclude that the inventor had possession of the claimed invention. An 
applicant shows possession of the claimed invention by describing the claimed 
invention with all of its limitations using such descriptive means as words, structures, 
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figures, diagrams, and formulas that fully set forth the claimed invention. Lockwood v. 
American Airlines, Inc., 107 F.3d 1565, 1572, 41 USPQ2d 1961, 1966 (Fed. Cir. 1997). 
Possession may be shown in a variety of ways including description of an actual 
reduction to practice, or by showing that the invention was "ready for patenting" such as 
the disclosure of drawings or structural chemical formulas that show that the invention 
was complete, or by describing distinguishing identifying characteristics sufficient to 
show that the applicant was in possession of the claimed invention. See, e.g., Pfaff v. 
Wells Elecs., Inc., 525 U.S. 55, 68, 119 S.Ct. 304, 312, 48 USPQ2d 1641, 1647 (1998); 
Regents of the University of California v. Eli Lilly, 1 19 F.3d 1559 at 1568, 43 USPQ2d 
1398, 1404 (Fed. Cir. 1997), cert, denied, 523 U.S. 1089 (1998), 43 USPQ2d at 1406; 
Amgen, Inc. v. Chugai Pharmaceutical, 927 F.2d 1200, 1206, 18 USPQ2d 1016, 1021 
(Fed. Cir. 1991) (one must define a compound by "whatever characteristics sufficiently 
distinguish it"). 

Per MPEP 2163, the examiner has the initial burden, after a thorough reading 
and evaluation of the content of the application, of presenting evidence or reasons why 
a person skilled in the art would not recognize that the written description of the 
invention provides support for the claims. The first step in this analysis is claim 
construction. The examiner determines the broadest reasonable interpretation of each 
claim and then evaluates each claim to determine if sufficient structures, acts, or 
functions are recited to make clear the scope and meaning of the claim, including the 
weight to be given the preamble. See, e.g., Bell Communications Research, Inc. v. 
Vitalink Communications Corp., 55 F.3d 615, 620, 34 USPQ2d 1816, 1820 (Fed. Cir. 



i 
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1995). With regard to claims 1-8 and 13-19, these claims recite an extract from a 
bacterium that has been isolated from the skin of an organisms that respires at least 
partially through its skin. This extract must also inhibit the growth of bacteria, fungi, 
viruses or tumors. At page 7, the specification recites that the extracts "may a single 
active compound, a combination of compounds or one or more compounds which have 
a synergistic effect when found in combination with other compounds in the extract." 
Source organisms, i.e., those that respire at least partially through their skin, are not 
explicitly defined; however, all source organisms listed in Table 1 are amphibians. All 
amphibians are characterized by the ability to at least partially to engage in gas 
exchange through the skin. Some amphibians exchange gases exclusively through the 
skin as exemplified by lungless salamanders. 

Next, the examiner reviews the claims and the entire specification, including the 
specific embodiments, figures, and sequence listings, to understand how applicant 
provides support for the various features of the claimed invention. The analysis of 
whether the specification complies with the written description requirement calls for the 
examiner to compare the scope of the claim with the scope of the description to 
determine whether applicant has demonstrated possession of the claimed invention. 
Such a review is conducted from the standpoint of one of skill in the art at the time the 
application was filed (see, e.g., Wang Labs. v. Toshiba Corp., 993 F.2d 858, 865, 26 
USPQ2d 1767, 1774 (Fed. Cir. 1993)) and should include a determination of the field of 
the invention and the level of skill and knowledge in the art. Claims 1-8 and 13 recite 
an extract from a bacterium. First, it is noted that the bacteria are only identified by a 
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subjective series of numbers, which contain no information as to the source of the 
bacteria or any identifying characteristic of the bacteria. Applicant himself, at page 63 of 
his dissertation, discusses the numerous known methodologies utilized for the 
taxonomic characterization of bacteria. These include genotypic and phenotypic 
methods. Applicant points out that the most recent bacterial species definitions include 
both DNA-DNA hybridization and rRNA analyses. Therefore, this disclosure provides 
evidence of the level of skill and knowledge in the art of bacterial isolate identification. 
Applicant has provided none of this information. As such, one who would practice the 
invention could not ascertain whether or not he/she had obtained any of the bacteria 
identified in the specification. 

As discussed above, the scope of this claim includes individual compounds and 
combinations of compounds. Applicant has provided no disclosure of any compounds 
in the specification. Compounds are conventionally identified by their structure by those 
of skill in the art. See Amgen, Inc. v. Chugai Pharmaceutical Co., Ltd., 927 F.2d 1200, 
1206, 18 USPQ2d 1016, 1021 (Fed. Cir. 1991) ("it is well established in our law that 
conception of a chemical compound requires that the inventor be able to define it so as 
to distinguish it from other materials, and to describe how to obtain it"). Applicant only 
identifies the bacterial extracts by their function. While a correlation of function to 
structure can generally be made, multitudinous different structurally disparate 
compounds may share the same function such that a correlation of structure to a given 
function may not reasonable be made. An adequate written description of a chemical 
invention also requires a precise definition, such as by structure, formula, chemical 



Application/Control Number: 10/037,881 Page 6 

Art Unit: 1651 

name, or physical properties, and not merely a wish or plan for obtaining the chemical 
invention claimed. See, e.g., Univ. of Rochester v. G.D. Searle & Co., 358 F.3d 916, 
927, 69 USPQ2d 1886, 1894-95 (Fed. Cir. 2004) (The patent at issue claimed a method 
of selectively inhibiting PGHS-2 activity by administering a non-steroidal compound that 
selectively inhibits activity of the PGHS-2 gene product, however the patent did not 
disclose any compounds that can be used in the claimed methods. While there was a 
description of assays for screening compounds to identify those that inhibit the 
expression or activity of the PGHS-2 gene product, there was no disclosure of which 
peptides, polynucleotides, and small organic molecules selectively inhibit PGHS-2. The 
court held that "[wjithout such disclosure, the claimed methods cannot be said to have 
been described."). Similarly, while Applicant describes an assay for screening 
compounds to identify those that inhibit bacteria, fungi, viruses or tumor, no such 
compounds are disclosed. As a result, if there is an inadequate written description of 
the extracts, there must concomitantly be an inadequate written description of the 
pharmaceutical compositions and methods of therapeutic use. 
4. Claims 1-19 are rejected under 35 U.S.C. 112, first paragraph, as failing to 
comply with the enablement requirement. The claim(s) contains subject matter that was 
not described in the specification in such a way as to enable one skilled in the art to 
which it pertains, or with which it is most nearly connected, to make and/or use the 
invention. 

Per MPEP 2164, any analysis of whether a particular claim is supported by the 
disclosure in an application requires a determination of whether that disclosure, when 
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filed, contained sufficient information regarding the subject matter of the claims as to 
enable one skilled in the pertinent art to make and use the claimed invention. The 
standard for determining whether the specification meets the enablement requirement 
was cast in the Supreme Court decision of Mineral Separation v. Hyde, 242 U.S. 261, 
270 (1916) which postured the question: is the experimentation needed to practice the 
invention undue or unreasonable? That standard is still the one to be applied. In re 
Wands, 858 F.2d 731, 737, 8 USPQ2d 1400, 1404 (Fed. Cir. 1988). Accordingly, even 
though the statute does not use the term "undue experimentation," it has been 
interpreted to require that the claimed invention be enabled so that any person skilled in 
the art can make and use the invention without undue experimentation. In re Wands, 
858 F.2d at 737, 8 USPQ2d at 1404 (Fed. Cir. 1988). See also United States v. 
Telectronics, Inc., 857 F.2d 778, 785, 8 USPQ2d 1217, 1223 (Fed. Cir. 1988) ("The test 
of enablement is whether one reasonably skilled in the art could make or use the 
invention from the disclosures in the patent coupled with information known in the art 
without undue experimentation."). 

As discussed above, there is no disclosure of any specific bacteria that may be 
obtained in order to produce any extract of said bacteria. While the specification 
suggests that any bacteria obtained from the skin of an amphibian that inhibits bacteria, 
fungi, viruses or tumors may be used, Applicant shows that of the 417 bacterial isolates 
obtained from the skin of various amphibians, only thirteen revealed the ability of 
inhibiting the growth of one or more of the human pathogenic species tested. This 
would require that one who would practice the invention engage in an undue amount of 
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trial-and-error testing in order to identify a bacteria from the skin of amphibians and a 
3% probability of finding a bacteria to fulfill the requirements of the claims is clearly not 
a reasonable expectation of success, absent the use of the isolates discussed by 
Applicant. 

Because these microorganisms are therefore essential to the claimed invention, 
they must be obtainable by a repeatable method set forth in the specification or 
otherwise be readily available to the public. While it is clear that a repeatable method is 
not available, it is not clear from the specification or record that the microorganisms are 
readily available to the public. However, the requirements of 35 USC 112 may be 
satisfied by deposit of the microorganisms. 

The rejection may be overcome by establishing that each microorganism 
identified is readily available to the public and will continue to be so for a period of 30 
years or 5 years after the last request or for the effective life of the patent, whichever is 
longer, or by an acceptable deposit as set forth herein. See 37 CFR 1 .801-1 .809. 

If the deposit is made under the terms of the Budapest Treaty, then an affidavit or 
declaration by applicants or a statement by an attorney of record over his/her signature 
and registration number, stating that the deposit has been made under the Budapest 
Treaty and that all restrictions imposed by the depositor on availability to the public of 
the deposited material will be irrevocably removed upon issuance of the patent would 
satisfy the deposit requirement. See 37 CFR 1 .808. 

If the deposit is not made under the Budapest Treaty, then in order to certify that 
the deposit meets the criteria, assurance must be provided to the effect that: 
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(1 ) during the pendency of the application, access to the cultures will be made available 
to one determined by the Commissioner to be entitled thereto; 

(2) any restrictions on availability of the deposits to the public will be irrevocably 
removed upon the granting of a patent; 

(3) the deposits will be maintained for a term of at least of 30 years from the date of 
deposit and at least 5 years after the last request for the material; 

(4) a viability statement in accordance with the provisions of 37 CFR 1 .807; and 

(5) the deposit will be replaced should it become necessary due to inviability, 
contamination or loss of capability to function in the manner described in the 
specification. 

Assurance may be provided in the form of an affidavit, declaration or averment 
under oath or by a statement of the attorney of record over her or his signature and 
registration number. 

The specification must also state the date of deposit, the number granted by the 
depository and the name and address of the depository. See 37 CFR 1 .803-1 .809 for 
additional explanation of these requirements. 

When the original deposit is made after the effective filing date of an application 
for patent, an applicant is required to promptly submit a statement from a person in a 
position to corroborate that the biological material which is deposited is the biological 
material specifically identified in the application (the filing date of which is relied upon) 
as filed. The nature of this corroboration will depend on the circumstances in the 
particular application under consideration, including the length of time between the 
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application filing date and the date of deposit. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Jean C. Witz whose telephone number is (571) 272- 
0927. The examiner can normally be reached on 6:30 a.m. to 4:00 p.m. M-F. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Michael Wityshyn can be reached on (571) 272-0926. The fax phone 
number for the organization where this application or proceeding is assigned is 703- 
872-9306. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 
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